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(6) Other evidence demonstrates that 
the biological product is not shown to 
be safe or effective under its conditions 
of use. 

(b) Notice of opportunity for a hearing. 
The Director of the Center for Bio-
logics Evaluation and Research or the 
Director of the Center for Drug Evalua-
tion and Research will give the appli-
cant notice of an opportunity for a 
hearing on the proposal to withdraw 
the approval of an application approved 
under this subpart. The notice, which 
will ordinarily be a letter, will state 
generally the reasons for the action 
and the proposed grounds for the order. 

(c) Submission of data and information. 
(1) If the applicant fails to file a writ-
ten request for a hearing within 15 days 
of receipt of the notice, the applicant 
waives the opportunity for a hearing. 

(2) If the applicant files a timely re-
quest for a hearing, the agency will 
publish a notice of hearing in the FED-
ERAL REGISTER in accordance with 
§§ 12.32(e) and 15.20 of this chapter. 

(3) An applicant who requests a hear-
ing under this section must, within 30 
days of receipt of the notice of oppor-
tunity for a hearing, submit the data 
and information upon which the appli-
cant intends to rely at the hearing. 

(d) Separation of functions. Separation 
of functions (as specified in § 10.55 of 
this chapter) will not apply at any 
point in withdrawal proceedings under 
this section. 

(e) Procedures for hearings. Hearings 
held under this section will be con-
ducted in accordance with the provi-
sions of part 15 of this chapter, with 
the following modifications: 

(1) An advisory committee duly con-
stituted under part 14 of this chapter 
will be present at the hearing. The 
committee will be asked to review the 
issues involved and to provide advice 
and recommendations to the Commis-
sioner of Food and Drugs. 

(2) The presiding officer, the advisory 
committee members, up to three rep-
resentatives of the applicant, and up to 
three representatives of CBER may 
question any person during or at the 
conclusion of the person’s presen-
tation. No other person attending the 
hearing may question a person making 
a presentation. The presiding officer 
may, as a matter of discretion, permit 

questions to be submitted to the pre-
siding officer for response by a person 
making a presentation. 

(f) Judicial review. The Commissioner 
of Food and Drugs’ decision constitutes 
final agency action from which the ap-
plicant may petition for judicial re-
view. Before requesting an order from a 
court for a stay of action pending re-
view, an applicant must first submit a 
petition for a stay of action under 
§ 10.35 of this chapter. 

[67 FR 37996, May 31, 2002, as amended at 70 
FR 14984, Mar. 24, 2005] 

§ 601.93 Postmarketing safety report-
ing. 

Biological products approved under 
this subpart are subject to the post-
marketing recordkeeping and safety 
reporting applicable to all approved bi-
ological products. 

§ 601.94 Promotional materials. 
For biological products being consid-

ered for approval under this subpart, 
unless otherwise informed by the agen-
cy, applicants must submit to the 
agency for consideration during the 
preapproval review period copies of all 
promotional materials, including pro-
motional labeling as well as advertise-
ments, intended for dissemination or 
publication within 120 days following 
marketing approval. After 120 days fol-
lowing marketing approval, unless oth-
erwise informed by the agency, the ap-
plicant must submit promotional ma-
terials at least 30 days prior to the in-
tended time of initial dissemination of 
the labeling or initial publication of 
the advertisement. 

§ 601.95 Termination of requirements. 
If FDA determines after approval 

under this subpart that the require-
ments established in §§ 601.91(b)(2), 
601.92, and 601.93 are no longer nec-
essary for the safe and effective use of 
a biological product, FDA will so no-
tify the applicant. Ordinarily, for bio-
logical products approved under 
§ 601.91, these requirements will no 
longer apply when FDA determines 
that the postmarketing study verifies 
and describes the biological product’s 
clinical benefit. For biological prod-
ucts approved under § 601.91, the re-
strictions would no longer apply when 

VerDate Aug<04>2004 09:35 Apr 25, 2005 Jkt 205071 PO 00000 Frm 00056 Fmt 8010 Sfmt 8010 Y:\SGML\205071.XXX 205071



47 

Food and Drug Administration, HHS § 606.3 

FDA determines that safe use of the bi-
ological product can be ensured 
through appropriate labeling. FDA also 
retains the discretion to remove spe-
cific postapproval requirements upon 
review of a petition submitted by the 
sponsor in accordance with § 10.30 of 
this chapter. 
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Subpart A—General Provisions 
§ 606.3 Definitions. 

As used in this part: 
(a) Blood means whole blood collected 

from a single donor and processed ei-
ther for transfusion or further manu-
facturing. 

(b) Unit means the volume of blood or 
one of its components in a suitable vol-
ume of anticoagulant obtained from a 
single collection of blood from one 
donor. 

(c) Component means that part of a 
single-donor’s blood separated by phys-
ical or mechanical means. 

(d) Plasma for further manufacturing 
means that liquid portion of blood sep-
arated and used as material to prepare 
another product. 

(e) Plasmapheresis means the proce-
dure in which blood is removed from 
the donor, the plasma is separated 
from the formed elements and at least 
the red blood cells are returned to the 
donor. 

(f) Plateletpheresis means the proce-
dure in which blood is removed from a 
donor, a platelet concentrate is sepa-
rated, and the remaining formed ele-
ments are returned to the donor along 
with a portion of the residual plasma. 

(g) Leukapheresis means the proce-
dure in which blood is removed from 
the donor, a leukocyte concentrate is 
separated, and the remaining formed 
elements and residual plasma are re-
turned to the donor. 

(h) Facilities means any area used for 
the collection, processing, compat-
ibility testing, storage or distribution 
of blood and blood components. 

(i) Processing means any procedure 
employed after collection and before 
compatibility testing of blood and in-
cludes the identification of a unit of 
donor blood, the preparation of compo-
nents from such unit of donor blood, 
serological testing, labeling and associ-
ated recordkeeping. 

(j) Compatibility testing means the 
procedures performed to establish the 
matching of a donor’s blood or blood 
components with that of a potential re-
cipient. 

(k) Distributed means: 
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